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APPELLANT SS OPENING BRIEF 
BRU POR FETLITIONER 


This case is before the Court on appeal to review judg- 
ment of the United States District Court for the Northern 


Dustiicteon Calaufonnila. 
OPINION BELOW 


itesmenorandum opinion ef the United States Districr 


Mourt (TR. 98-124) is reported at 267 F. Supp. 817 (1967). 
JURISDICTION 


This is an interlocutory appeal from an order entered 
eietliavel6, 1967, by the United States District Court for the 
Northern District of California, dismissing Harry Sugarman's 
petition for a Writ of Mandatory Injunction (IR. 125-126). 
The underlying action was brought by the petitioner to compel 


i 


the Food and Drug Officers to allow reconditioned coffee beans 
to be used in the production of blended coffee in Ghememumced 
States under the authority of Section 10 of the Administrative 
Procedure Act, specifically 5 U.S.C. 70l(e) (formerly 1009(e)) # 
The district court's jurisdiction was invoked undeme sUscee- 
1361 (IR. 1-7 including Pet. Exh. “A"-"0"). Thespemasmmoner. 

on June 30, 1967, filed in the district court a timely Notice 
of Appeal under 28 U.S.C. 2107 (IR. 127). This ®@omea yo 


isdicrien accordingly rests upon 2c Wso7C. eo 
STATUTES AND REGULATIONS INVOLVED 


The pertinent provisions of the Administrative Pro- 
eedure Act (60 Stat 243 (1946)) as amended, 5 U.S.C. §§552-558, 
701-706; §§801, 701 and 304(d) of the Federal Food, Drug and 
Coametre Aet (52 Stat. 1050, 1055 (1938) as amended mem ace. 
Soles lagers 2 Cd anicwe Sl Ol, 0) emeariGl vices) of the 
Regulattons for the Enforcement of the Federal Food, Drug and 
Cosmetie Aet (20 F.R. 9539, 9554 (1955) as amended), and 21 
C.F.R. §§ 1.318-1.320, 4.1(c) are set forth in the Appendix 


EO Glass leseiLei 
QUESTIONS, PRESENTED 


1. Whether governmental déeterminagions Onera 
admissibility of impencs are subject to judicial reves 
either by trial de novo or under the Administrative Pro- 
ceqcure Act. 

2. Whether governmental hearings on the admissi- 
bility of imports are subject to the uniform precedime. 


a. 


eeemeecsocad im the Administrative Procedure Act. 

3. Whether genuine and triable issues of material fact 
eae, as Cvidenced by cpposing documents submitted in the 
Perec Court, Which rellave to the fitness as food of 3,394 


sacks of coffee beans. 


STATEMENT 


PROCEEDINGS BELOW 


This is a suit brought by the petitioner to compel the 
Mood and Drug Officers to allow the import of reconditioned 
Counce Deans SO that they may be Sold in the United States 
for the production of blended coffee. The petitioner seeks 
a decision based upon the exclusive record of an adminis- 
trative hearing under the authority of §801 of the Federal 
DOCGime orang ana cosmettc Acct, 21 U.S.C. 381 and §7 of the 
Admintstrative Procedure Act, 5 U.S.C. 556(e), formerly 
MO06(d). 

tiem OulowiIne@ ic a Drler account Ohetne background of 
Poise case, 

The coffee beans in question were being transported from 
Colombia to Japan in March 1966, when a fire occurred aboard 
ship. They were watered down with fresh and salt water and 
Mererged ayemne Cistress POrtv ot Los Angeles, California. 
Purchased by the petitioner, the coffee beans were then trans- 
Pou cCmrOonlumilock  Caliiornia, Wheresivmey were clleaned, dricd 
Gidmecsackod Under tie supervision of the U. S. Customs.” 9On 
July 20, 1966, the petitioner filed for consumption entry at 
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the Bureau of Customs, San Francisco, offering for =impeer. 
3,394 sacks of reconditioned coffee beans. 

On July 21, 1966, Food and Drug Officer Fred E. Norman 
issued a Notice of Detention and Hearing (Pet. Exh. A) on 
the contention that the reconditioned coffee beans were | 
adulterated within the meaning of Section 402(a)(3). : 

Commencing on August 18, 1966, the petitioner attempted : 
tO secure from the FDA the Scientific basis for themdevemeren 
Of the coffee beans. Ihe requested information wacemewspro- 
vided. (See Pet. Exh. A-1). The petitioner's attorney, 
atter consulting with scientific advisors, felt ampeimmeqearc | 
continue to press for specific Scientific data essemer aie ce 
preparing for a meaningful administrative hearing on the de- 
tained coffee beans. However, late in November, the Food and 
Drug Administration severed further discovery procedures and 
scheduled the administrative hearing. (Pet. Exh. G-1). 

On January 6, 1967, a hearing was held in San Francisco, 

California, before Food and Drug Hearing Officer Kredmu, 
Norman at which the petitioner appeared and introduced evi- 
dence. The FDA refused to offer any evidence at a pie ine 
hearing was completed, and the matter was submitted for de- 
Guswvene.) (Pet. Exh. Il=l ands). 

On February 1, 1967, Food and Drug Officer Jack B. 
Forbragd approved only part of the petitioner's applica- 
tion, allowing said coffee beans to enter the United States 
Go be Used in the production of soluble coffee on tamecid 
the production of blended coffee. (Pet. Exh. K and L). 


4, 
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On February 15, 1967, the petitioner submitted his appli- 
Pecren asking reconsideration on the matter of using the said 
coffee beans in the production of blended coffee. On March 
Boe 196/, Mr. Forbraga notified petitioner's attorney by 
telephone and by letter that the latter application was de- 
nied. (Pet. Exh. M-O and Def. Exh. IG). 

On March 31, 1967, a petition for Writ of Mandatory 
imjunction to compel the Food and Drug Officers to approve 
Pecttioner's application to allow the reconditioned coffee 
beans to be used in the production of blended coffee in the 
United States was filed. (IR. 1-10). 

On April 19, 1967, the government filed a motion for 
dismissal of the petition for summary AOC EaAG (IR. 23-3808 

On April 20, 1967, petitioner filed a cross-motion for 
summary judgment. (IR. 22). 

On May 2, 1967, the District Court heard the petition 
and motions, (Reporter's Transcript (IIR.)), and on May 16, 
1967, the District Court Order was entered dismissing the 
petition and denying petitioner's said motion and granting 


the government's motion for summary judgment. (IR. 125). 
BFRFECT OF THE DECISION BELOW 


iicmopcchimcuglcst LOMsGlwtae Present Aactl on ls whevier 
3,394 sacks of coffee beans should be admitted to the United 
States. The underlying question, the fundamental issue, is 
the proper modus operandt of a government agency. The appel- 
lant respectfully calls to the attention of the present court 


> 


the implications of the lower court's decision. Theme 7icr 
Court has said in effeet that a governmental agency eam ce 
import determinations which can have adverse effects--sometimes 
drastic--on an individual citizen, without basic safeguards: 

1) The FDA is not required to inform individuals 
fully as Go the basis cf its acticom, 

2) The FDA is not required to conduct a fair 
hearing in which both sides state for the 
recerdmeneir areunenes. 

3) The FDA is not required to submit the record 
of a case for judicial review at the behest 


Of an adversely arrected@individuaie 


SUMMARY OF ARGUMENT 


Basing its arguments upon a particular wordings arma 
the Food, Drug and Cosmetic Act composed Sixty yearoma-ce the 
Food and Drug Agency claims that its actions régarding exclu- 
sion of imports are unchallengeable because it possesses ab- 
solute discretion. The appellant maintains that the intent 
of Congress, as demonstrated within the Food, Drug and Cos-— 
metic Act, within the Administrative Procedure Act mana, 
the legislative histories of both acts, was to Branvene such 
pewer to the FDA. Moreover, the courts acvual ly maverreovicwerd 
import determinations, creating a precedent strenzynencas 
the passage of the Administrative Procedure Act. Since the 
passage of this reform act, both the courts and recognized 
authorities have stated forcefully and specifically that the 

Ge 


safeguards of the APA should be energetically applied regard- 
meer WA regulatory actions. Thus, providing for judicial 
review and for fair hearings is fundamentally in accord not 
only with our general legal traditions, but also with con- 
cemeorary judicial and legislative actions. 

Nonetheless, such provision has not clearly been main- 
meamea regarding import adjudication procedures. Thus this 
case inevitably will have far-reaching effects; all indus- 
MolcecsmimvOolved With the amporting of food, drugs or cosmetics 
(eabie be GOoueched by 2bS Ouvcome. IC provides an opportunity 
for extending the uniform procedures governing other adminis-—- 
Ceautve GeulviTcy GOweever import adjudications, se thatethe 
interests of all--the import industry, the public and the FDA 
itself--may be upheld. The court will avail itself of this 
Sloe vMllluyeDyereallirming the precedent for judicial review 
CeenoOorl ad iUdteations end by reversing the decision of the 
HOWE COULT . 

The District Court's issuance of a summary judgment in 
the present case confounded the intent of the APA. But even 
Lieciewn: Senadsnet existedyarhe Vistrich Court would ystill 
Deeb een Ieecrror in granting a summary judgement to the 
Secrienenu DeCAaulsemunhereuGtamexiSt@triable issues ef fact: 
Thus, the appellant respectfully petitions the ee 
Demande uhewecase to the Disvricy Court with instructions that 
provision now be made for a fair hearing or that a trial de 


novo be conducted. 


ARGUMENT 


a 
THE FDA IMPORT DETERMINATION PRESENTLY 
IN QUESTION IS REVIEWABLE 

A. Administrative Procedure Act Was Passed by Congress 

to Insure Adequate Court Remedy for Individuals. 

The making of adjudications is the exercise of authority 
by an administrative agency wherein the agency acts essen- 
tailly as a court, handing down decisions involving the in- 
dividual parties. Adjudications are the principal method 
whereby the agency applies the law enacted by Congress to 
private persons. They involve such matters as granting or 
withholding licenses, determining law violations, setting in- 
dividual rates and determining the admissibility of imports. 

Liev ous that determinations resulting from the 
adjudication process can have far-reaching effects on private 
citizens. Cognizant of this fact, Congress saw fiero pacs 
the Federal Administrative Procedure Act in 1946. Its major 
objective was to protect individuals from arbitrary actions 
by @overnment officials. Thus, the act provided tharecen— 
cerned individuals have reasonable access to government in- 
formation, that hearings be conducted fairly, and that there 
be provision for judicial review of agency decisions. Upon 
a showing that an agency was exceeding its jurisdiction, prompg 
judicial intervention was mandated. The aim in providing these 
individual protections was not to hamper the workings of any 
agency; rather it was felt that the passage of the APA would 
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miprove the operation of government agencies by elicditing 
Better administrative decisions. 

Two APA provisions clearly proclaiming Congress' intent 
that judicial review be readily accessible are as follows: 
§702, entitled, "Right of Review," says: 

"A person suffering legal wrong because of 
Seeley sach@on, Or adversely aiteecved or 
aggrieved by agency action within the 
meaning of a relevant statute, is entitled 
to judicial review thereof." 

§704, entitled, "Actions Reviewable," states: 
"Agency action made reviewable by statute 
and ftnal agency actton for which there 
ts no other adequate remedy in a court 
are subject to judtetal review." 


(Emphasis added. ) 


B. The Supreme Court Has This Year Ruled That APA 
Review Provisions Apply to FDA Actions. 


fiero So nim krownel? vsanvo Shung, 352 Uss. 1G, 185), 
the Supreme Court stated: 

",..'exemptions from the...Administrative 
Procedure Act are not lightly to be 
presumed' and unless made by clear lan- 
Pua el espe roedure the —expandeds mode 

Cie cevie we cranucad by sthewAce cannot be 
moditied." 

Now in 1967, the highest court of the land has gone on 
to apply specifically the review sections of the APA to ac- 
erens Of the Food and Drug Administration. In the Abbote 
Laboratortes vs. Gardner, (1967) 387 U.S. 136 and Toilet Goods 
Assoctation, Ine. vs. Gardner, (1967) 387 U.S. 158 decisions, 
handed down since the decision of the District Court in the 
present case, it was held that the FDA must follow APA pro- 


cedures in promulgating regulations. Regarding court sur- 


Go. 


veiltanmece;, the Court. steacear 


",..survey of our cases shows that Judicial 
review of a final agency action by an ag- 
grieved personwwill not be cutmoff umleegs 
there is persuasive reason to believe that 
such was the purpose of Congress. (Citations) 


"Early cases in which this type ef judierem 
review was entertained have been reinforced 
by the enactment of the Administrative Pro- 
cedure Act, which embodies the basic presump- 
baion of judieral review vo one "“sufierming 
legal wrome because Of agency aeclion, cr 
adversely affected or aggrieved by agency 
action within the meaning of a relevant 
Statute |" S5sU-s-C. (025550 lene as ne 
Statuue precludes Such reliet or the acumen 
is not one committed by law to agency dis- 
cretion, 5 UlS.C. 7Gil(a). Themidmenist ca— 
tive Proeedtre Act prowides specm@eicall, 

not only for review of ‘Agency action made 
reviewable by statute’ but also for review 
of ‘final agency action for which there is 
me OUnereadequave remedy in a scour 55 
U.S.C. 7O4. The legislative material elu= 
cidating that seminal act manifests a con- 
eressional antention thal 10 Gover 4a vroad 
Spectrum Of administrative actions, and Chae 
Court has echoed that theme by notune staan 
the Administrative Procedure Act's ‘generous 
review provisions’ must be given a ‘hospitable! 
mntcerpretation. (Citations) Again in vavee 
vs. Cort, supra, at 370-380, the Court held 
that only upon a showing of ‘clear and con- 
vineing evidence’ of a contrary legislative 
intent should the courts restrict access to 
JuUdTetaerevicwowe ec also Jato, Jueere tal 
Control of Administrative Action 330-359 
(ees) at 


Abbott Laboratortes vs. Gardner, supra, at 140-141. 
The appellant maintains that the determination in ques- 
Gion fits easily within the "broad spectrum of admimtecrae ve 
actions" that Congress intended be covered by the APA's 
"wenerous review provisions." He believes he can demonstrate 
net only a lack of “"cillear vand convincing evidence "et =a con] 
trary legislative intent" but also positive indications that 
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Moweress did envisage Court protection for individuals in 
SenlialTonsmeomparable Co tie present. 


Cy leemelstric: Counts Erred in Applying The Second 
Exception of APA 701(a) to The Present Case. 


APA Section 701(a) specifies just how broadly the Act's 
Paes stOns On judicial review are to be applied. It states: 
“This ehapter applies, according to the 
provisions thereof, except to the extent 
that-- 


(1) statutes preclude judicial review; or 


(2) agency action is committed to agency 
discretion by law." 


iWiewtacky wiae the Food, Drug and Cosmetic Act does net 
Saecessky preelude judicial review of import dever— 
MaMetions 2S Obvious enough; it is not even contested by the 
Disurict Court. Instead, the Court relies on the second 
exemption of APA 701(a) and argues that judicial review is 
precluded in this case because FDA's actions were "committed 
to agency discretion by law." An examination of the Food, 
Uruewana Cosmetic Act serves to refute this argument. 

i, anenciaell Bvalcleiveae ieee aleve Iiererel 5 Ihe 2ioys| (Cols = 
Metlewncusrnadicatves that Ghe FDA lacks absolute discretion 
hegaraine Ampore adjudictions. 

a eet bAslacks absolute discretion when judging 
CeomesuLe Predicts, criteria for judging 
INpoOrks Aare the same. 
While not denying that FDA does indeed have a burden of 
proof in domestic seizures, the Court bases its contention 
these Ssaresuaras to the individual do not apply regarding 


ues 


imports om the argument that the legislature im Writaiee 
separate FD&C Act section in imports decreed a total aa: — 
ferent procedure for them. Because the separate section 801 
states: 

"If it appears from the examination of 

such Samples ervemnerwise that...suen 

ENCE UGIWS MS Be VuilieieeceC!, 4 wile Suyels 

article shall be refused admission..." 

The District Court claims that the FDA can make an un- 
echallengeable determination of the fitness of “any Simp orusnrce— 
duct, solely on the basis of its estimation of (enameerodierus 
appearance. 

The fact is that Congress did not relegate its instruc- 
tions regarding the agency's handling of imports to 801. 
imports are mentioned all through the Act, and many meumeccw: = 
a8 specified or implied that they are to Se treaveda nari, 
to domestic products. For example, §304(d)(1) governing 
sSselzure actions makes no distinction regarding crave wor 
judging fitness between food of domestic origin and food im-—- 
ported into the United States. The FDA itself underlined 
this statement when it chose to cite §402(a)(3), undeniable 
criterion for demestiec products, to condemn tic age mane. 
import product. (See Pet. Exh. A). Inasmuch as criteria for 
Jude@ing food offered for import is the Same 45 tnaceue. 
domestic food, what then, it may be asked, is thesempese 
of §8012? The logical purpose for including §S01eemaacuennc 
District Court could not otherwise obtain jJurisdiepienmoe ve 
a product offered for import since the producv wou ewcu, — 
side the United States. The seizure wReceaune would not be 


ue. 


@epeicable. There is no evidence that Congress, in making 
said exclusion procedure applicable by adding §801, intended 
that the determination procedure be different from that em- 
pevyed in domestic seizures. 
bee Ihe PDA lacks absolute discretion when 

promulgating regulations; logie dictates 

Diatebe sresulations are reviewable. Lhae 

Getermunativonsmalse be reviewable: 

The Abbott Laboratories case dealt with §701 of the FDC 

Act which describes procedures for issuing regulations. §701 
@learly covers regulations made relatave to the import pre- 
wisions of $801, and there, is ne question but that judicial 
review is guaranteed regarding issuance of import rules. 
There is no basis for distinction between judicial review of 
regulations under §801 and of determinations made pursuant 
to that same section. To hold otherwise would produce absurd 
consequences and could give vent to the very evil which the 
PEepesouei ys LOmcorrect. slr at were held that an andividual 
were entitled to judicial review of regulations but not of 
determinations, then it can be foreseen that the agency could 
arbitrarily choose to promulgate only a minimal number of 
regulations, thereby freeing itself of obligation to follow 
APA procedures. The agency could exercise authority by means 
of determinations, none of which could come under the scrutiny 
©teche courts. Surely such would defeat the very purpose 
for which the APA was enacted. Furthermore, considering the 
inflexibility and definitive nature of regulations as opposed 


Se 


to the degree of variability of opinion with whichederemmna— 
tions are made, common sense decrees that if judicial review 
is required at all that requirement for determinations should 
Cakes precedence over Chat for regumamiens. 

That language of §701 of the FDC Act implies that import 
adjudications are subject. to review, 

An underlying assumption that the FDA would tnene instance 
be entirely immune from judicial surveillance manifests it- 
self a number of times within §701. For example, §701(f)(6) 
Staves: 

"The remedies provided for in this sub- 

section shall be in addition to amd nov 

in substitution for any other remedies 

provided by law." 
§701(g) states: 

"A certified copy of the transcript of 

the record and proceedings under ssub— 

section (e) (procedure for holding 

hearings on proposed regulations) shall 

be furnished by the Secretary to any 

interested party at his request, and 

Payment el the cests thereon, sand star! 

be admissible invany criminal lapel ror 

condemnation, exelusiton of imports, or 

other proceedings arising under or tin 

Bes pee mew ec ewel iT TrespCet i cmon 

whether proceedings with respect to 

the order have previously been instituted 

or become final under subsection (f)." 

(Emphasis and explanation added.) 
If hearing transcripts in any "proceedings arisingeumeer 
this Act," including those regarding exclusion of Amports, 
"shall be admissible,” then the implication 1s )¢erecumims 
that Congress does not preclude the possibility Gia weorry 


adjudications will be reviewed. 
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peeraalysis of the Second exception by recognized 

authorities supports applicability of judicial review in the 
present case. 

As stated by the Ninth Circuit in Ferry vs. Udall, (1964) 
336 F.2d 706 at 711, the problem of interpreting APA Section 
701(a) "is that of determining when the agency action is 
‘committed to agency discretion' and when it merely ‘involves' 
discretion which is nevertheless reviewable. 4 Davis, Admin- 
istrative Law Treatise 28.16 pp. 80-81; Anno:, Administrative 
Procedure Act, 97 L. Ed. 884, 889." 


The authority referred to Professor K. C. Davis, Univer- 


sity of Minnesota Law School, has this to say on the subject:+ 


Mioractical interpretation which will carry 
out the probable intent and which will produce 
sound substantive results will emphasize the 
werd ‘committed’ Go agency discretion, it is 
not reviewable, even for arbitrariness, or 
ebuses Of Giscrervon; 1b 1s not ‘'committed' 
POoMagency discretion To the extent Chav 12 

is reviewable. The two concepts ‘committed! 
and 'tunreviewable' have in this limited context 
the same meaning. Both depend upon what is 
committed 'by law' to agency discretion--both 
depend upon the statutes and the common law. 
To the extent that ‘the law' cuts off review 
for abuse of discretion, the action is com- 
mitted to agency discretion. The result is 
that the pre-Act law on this point continues. 
Ana the Gourts Remain free, except to the ex= 
tent that other statutes are controlling, to 
continue to determine on practical grounds in 
particular cases to what extent action should 
or should not be unreviewable even for abuse 
of discretion." (Emphasis added.) 
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Davis, Administrative Law Treatise, 1965 Pocket Part 
Sections 28.16, pages 15-30 at 2l. 


UD. 


Davis' analysis supports the appellant's contention | 
that the FDA's determination under the FDC Act, Section 801, wa 
not an agency action "committed by law to agency discretion." 
Davis says reviewability depends upon common law which tra- 
ditionally has afforded judicial review, in regard to-Section | 
801 by virtue of Ambruster ve. Melton, (D.C. Cir eee o ier 
2d 430 and the The James J. Hill (D. Md. 1946) 65 F. Supp. 
205. In light of the fact that there is no siiestancicme aac 
ference between the present case and the Ambruster and Hill 
cases, judicial review as to Section 801 should continue as 
in the past. It has been held that the judicial review pro- 
visions of the APA, at least insofar as availibility of review 
is concermed, are declaratory of previously exisctanewiay. 
Olin Industries vs. NLRB (1947 DC), 72 F. Supp. 225. Judicial 
review should now be afforded under the principle announced 
in U. S. ex rel Trinter vs. Carust (C.A. 3d, 1948) eiieeeh cd 
457, vacated on other grounds. It was there held that judicial 
review would not be denied in instances in which it had been 
traditionally afforded in spite of the language of Section 
iO, te thewconerary. 
In the case of Snyder vs. Buck (1948 D.C. Dist.Col.) 

75 F. Supp. 902, vacated on other grounds (85 Apo ume o 
the court staved: 

"Subsection (a), Section 10, confers the 

right Co secure a judicial review son van, 

person adversely affected or aggrieved 

by an agency act within the meaning of 

any rellevant Statute. Tne ehrecvuson smo 

Provision is, on the ene handy temexc wide 


from the Triehe ol Judietaleovetweal. 


Meg 


Povermenencal acuion afifeccing the publi 
generally, but not impinging on the legal 
tigi of an individual; and on the other 
etd Gem lc Ciiuwateappeal GO Che courts 
by any person whose individual legal 
ricite sare adversely aitected. 


PesceolemrecoghuzZedsauviicriey has the following to say 
regarding the second exemption: * 


"The other exception of action ‘committed 
to agency discretion' has, perhaps under- 
SuaieGab lyme re ated cmecrL am contusion 
Ade tle ie om iminuner provi s Lons 
of the judicial review section make it 
clear tat the Mere presence of asency 
aisererivon deessnoe Cust review. Under 
the Needing. ‘scepe Olskeview,* an agency 
action may be set aside for ‘an abuse of 
Gpseretion = whiiehmelearly simpilies reyview= 
ebiliey Gespace the presence of discretion. 


DAS one e€oOuUrs has Said, °*...almost every 
agency action "involves" an element of 
Gisecreeul onsen) Judenewtn...' Unis 15 not 


to be taken as a plea for judicial inter- 
ference with discretion; the argument is 
rather that the presence of dtseretton 
should not bar a eourt from considering 

Qe ain O; = TL leCaleormarDit trary use of 
diseretton. Occasionally, lower courts 
have been troubled by the APA discretionary 
Sx. covipreh wepOlde =Ca5e Ht aL7 vs. Compagnia 
Gece sth Cir. 19/0) arrirmed by 
Becgualiyvye divided Court (340 U.S. 6880 1950) 
Tovunusveally Anstrucvive. Compagna was 
paroled. Unfavourable newspaper publicity 
led to a Congressional investigation. A 
new parole board told a Congressional com- 
mittee that they saw no reason for revoking 


: Jaffe, Judicial Control of Administrative Action, 374-375 
(1965). See also Schwartz, The Administrative Procedure Act 
in Operation, 29 New York L. Rev. 1173 at 1246-1247 (1954); 
Berger, Administrative Arbitrariness and Judicial Review, 65 
Col. L. Rev. 55 (1965);"Developments in the Law: The Federal 
Food, Drug and Cosmetic Act" 67 Harvard L. Rev. 632 at 675, 
imecon Unmet ion with its footmotes 328 and 394 (1954). 
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the parole, but on the Committee's request 
promised to and then did revoke the parole. 
The Court of Appeals, observing that the 
Provision Of the stavuce  'briseleswacua 
discretion, meld the action monreywiewaom. 
under the Adminispravayve Procedtuwe: Aci, 

Vet ic instructed tne Vever court wigs 
the order was @ ‘total nudlity* the coure 
Might in the @exercise of its feneral equi, 
power set the order aside. The district 
court then called upon the parole board to 
Proaguce Teseevidences for revolainee tite 
paroles wands! inging "that tnere was 10 
‘substantial evidence' of parole violation, 
erdered Conpegna released. ine Upaneces 
that there are vey few discrettons, how- 
ever broad, substanttally affeeting the 
person or property of an tndtvidual whtch 
cannot at some potnt come under judictal 
survetilanece..." (Emphasis by Jaffe) 


3. Legislative history indicates that judicial re- 
Vuew Is avallabile. 

The legislative history of the FDC Act underiimes the 
validity of Jaffe's commentary in supplying evidence that 
Congress did not wish to exclude the possibility someepocecuess 
review of agency actions. 

Prior to the commencement of lengthy hearings which were 
to culminate in the passage of the 1938 FD&C Act came the 
aforementioned Ambruster vs. Mellon, supra, the first of two 
Major cases in whieh a federal court did, in factymea- over... 
import adjudications. The District Court did notewyieg cu .— 
tence of this and a second case, the James J. Htll, supra, 
whieh, as Stated above, did provide legal precedemerenm:.— 
appellant's first pleas. However, the District Court chose 
to discount the value of this legal precedent. Firmereipiored 


irrelevantly that the petitioner in both cases lcsta ) arhem 


ko 


it claimed that the fact that both cases antedated the pas- 
sage of the APA (1946) and the decision of Larson vs. Domestic 
and Foreign Commerce Corp., (1949) 337 U.S. 682, made their 
Peiedity quesu:onable. The appellant, on the other hand, 
sees the timing of Ambruster and Hill as a factor enhancing 
his claim to judicial review. Ambruster occurred in the days 
of the 1906 Act. Aware that review of an import determina- 
won Nad been undertaken under the old act, Congress could 
well have added a clause to the 1938 Act excluding such a 
Pescmbt lity Mad it So desired. The fact is that Congress 
incorporated the old import section into the new law ina 
foOnimeunas Was 2h eCvery respecr the Same, except for very 
ie htechanees In some vaeteee Tis =e Was not surmprisime 
that the courts undertook to review the second case, Hill, 
on the validity of an import adjudication after the passage 
of the new law, whose basic import section, incidentally, 
Congress fas still not seen fit to change twenty-one years 
roe rs 

That Congress did not take advantage of its opportunities 
tomexclude by StaLutLory provisions the possibility of judicial 


review in import adjudications is significant. The question 


3 Modified statement of then Commissioner of Food and Drug 
Administration, Walter Campbell, before a Subcommittee of 

the Senate Committee on Commerce on S. 1944, 73rd Cong. 2d 
Sess. (1933) reprinted in Dunn, Federal Food, Drug and Cos- 
mette Aet: A Statement of Its Legislative Reeord 1102 (1938). 
This was the extent of the legislative history in regard to 
import Section 801. 
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remains, however, of what its motivation was in specifying 
review procedures for some agency actions and not for others 
such as import adjudications. Here the Abbott Laboratories, 
et al., vs. John W. Gardner, supra at 141-143, opinion as ins 
Strucbive and Worth quovime ae Teneth: 


",..we must go further and inquire whether in 

the context of the entire legislative scheme 

the existence of the circumscribed remedy evinces 
@ congressional purpose to bar agency action not 
within its purview. From judieital reviewscoed 
leading authority in this field has noted: (iihe 
mere fact that some acts are reviewable should 
not suffice Co support an implication of excite. 
as to others. The right to review is too impor— 
tant to be excluded on such sléMder and indeter— 
minate evidence of legislative intent.' Jaffe, 
Supra, Oe 597 « 


"In this case the Government has not demonstrated 
such a purpose; indeed a study of the legieiavave 
history shows rather conclusively that the specific 
review provisions are designed to give an additional 
remedy and not to cut down more traditional channels 
of review. At the time the Food, Drug and Cosmetic 
Act was under consideration, in the late 1930's, 

the Administrative Procedure Act had not yet been 
e@nacted, the Declaratory Judgment Act was amuses 
infancy, and the scope of judicial review of 
administrative decisions under the equity power 

waS unclear. It was these factors that led to 

the form that statute ultimately took. There is 

no evidence at all that members of Congress meant 

to preclude traditional avenues of judicial relief. 
Indeed, throughout the consideration of the various 
bills submitted to deal with this issue, it was 
recognized that 'there is always an appropriate 
remedy in equity in cases where an administrative 
officer has exceeded his authority and there is 

no adequate remedy of law,...(and that) protection 
is given by the so-called Declaratory Judgment 
Act....' #.R. Rep. No. 2755, (4th Cone. 2m epee 
It was specifically brought to the attenticnecr 
Congress that such methods had in fact been used 

in the food and drug area, and the Department of 
Justice, in opposing the enactment of the special 
review procedures of Section 701, submitvece. 
memorandum which was read on the floor of the House 
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Sparing: "As a matter of fact, the entdire sub-— 
section is really unnessary, because even without 
avec xP Ces PrOvicaon im the bill for court review, 
aiyeclurZzen agerieved by any order of the Secretary , 
WUMeOmCcOMcends viau the order is invalid, may test the 
legality of the order by bringing an injunction 

suit against the Secretary, or the head of the 
Bureau, under the general equity powers of the 
COUmipemme soa ona. Heaw foge (1936). " 


It can readily be seen that the FD&C Act does not contain 


the "clear language of supersedure" without which the Supreme 


Court feels "the expanded mode of review granted by ...(the 
APA) cannot be modified." Brownell vs. Wo Shung, supra at 
C5) 


Ciemeavcimant: conclidesm=arcument on his first pom, 
that the FDA action which is the basis of this suit, is with- 
out question, subject to judicial review, by quoting the 
hiewesuecoulry Of the Land: 


"Compare the majority and minority reports on 
the review provision (Federal Food, Drug and 
Cosme ticenct eH h. Rep. NO. 2139), 75th Cone. 
3d Sess. (1938), both of which acknowledged 
Yio tettediylLogal i mdicial remedies were avyallaple, 
DitwetsoctmoctWmasmerO mnie Need for addivional 
pPreocedures., The provisions now embodied in a 
modified form in Section 701(f) were supported 
by those who feared the life-and-death power 

Pa cimuymEnemneCy TOUUNe ecxecubive Officials, 
eelear voieed by Many members of Congress. The 
Supperteraset the special review section sought 
to include it in the Act primarily as a method 
of reviewing agency factual determinations.... 


"Some congressmen urged that challenge to this 
type of determination should be in the form of 
aeceanovosnearing inva district courc, buy the 
Act as it was finally passed compromised the 
matter by allowing an appeal on a record with a 
"substantial evidence' test, affording a 
considerably more generous judicial review than 
Uiemuarbitrary and capricious” vest available 
iMeUpentreaG tional injunctive suit. 

Abbott Laboratores, et al., vs. John W. Gardner, 
osc imesupra, at 14s. 
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dea 
FAIR HEARING PROCEDURES ARE REQUIRED IN THE 
MAKING OF IMPORT ADJUDICATIONS BY THE FDA 


This action was brought by a salvor in order to be relieve 
of the burden of illégal administrative procedures @urtlized be 
the respondents. The appellant contends that he is entitled 
to a fair hearing under the Administrative Procedures Act and 
the Food, Drug and Cosmetic Act, and that Uneres teerioe-conudd 
basis for depriving him of his property without Yammerdiiag vim 
Said Lair giecarine. 


| 
A. Fair Hearings Are Required By "he Administrauave 
PeOceduream clr 


i. The act's legislative history supports. thea 

Maye dWigicigiew: he Wreiiseieess eis) naniteenee by the legislative 
history of the Administrative Procedures Act establishes the 
applicability of the Nearing provisions to all admire 
agencies, including the Food and Drug Administration. 

The Administrative Procedures Act was enacted after ten 
years of exhaustive study and consideration. The Senate Re- 
port of 1939 (S. Rept. No. 442, 76th Cong... 1st Secicppees 
just one of the documents which gives insight into the think- 
ing which underlay its passage. The following portions found 
on pages 9 and 10 concern the negative effects of the situa- 
tion then pertaining in which government azenciecmuese mo: 
required to conduct hearings according to uniiormeiescepro— 


cedures: 


"Unfortunately, the statutes providing for 
fair hearings before the so-called independent 
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agencies of the Federal Government, as well 
Gomipnose providing for the conduct of affairs 
of the single-headed agencies, do not provide 
MOtmimimrormeprececdure for...hearings or for a4 
uniform method of scope of judicial review. 
All argument that such uniformity is neither 
Pesci bllewer desirable 12s answered by the fact 
that uniformity has been found possible and 
desirable for all classes of both equity and 
law actions in the court exercising the whole 
of the judicial power of the Federal Government. 
It would seem to require no argument to 
demonstrate that the administrative agencies, 
SxercacsimesOUuea Iracuion ot the judicial 
power may likewise operate under uniform 
rues ol ractice and procedure and that 

they may be required to remain within the 
bets On Nes laweds GO Che exercise Ol both 
quasi-legislative and quasi-judicial power. 


"The results of the lack of uniform procedure 
for the exercise of quasi-judicial power by 

bie 2dImMintserative asemeles fave been avy Veast 
three-fold: (1) the respective administrative 
agencies give little heed to, and are little 
assisted by, the decisions of the courts 
applicable to such agencies; (2) the courts 

are placed at considerable disadvantage because 
Uney must Verify the baste Statutes of all 

ecto VOnes relating GOMOLner adminisurative 
Aesncice  Wilich dremecilLcamco themes thusmolowing 
Up Ghee wrttins Of Opianaons in particular cases: 
and (3) individuals and their attorneys are at 
a disadvantage in the presentation of their 
administrative appeals, with the result that 
there is a tendency to emphasize the importance 
of the judiciary in the administrative process.. 
Furthermore, the statutes, commencing with 

the Interstate Commerce Act, have made no 
provision whatever for improvement of the 
Saminleuravive proceso and rarely haves these 
Staulces admitted tO Prescribe even ine general 
Wevyeuuhecesccope Of judicial review. “The result 
has been that the administrative agencies and 
Enewcourve: havevwbeen required To work out 

Che procedure from case to case with unnecessary 
fumbling in the administrative process and 

Wigm Unnecessary criticism eof the courts when 
they have attempted--not altogether with success-~ 
im their decisions to lay down general rules of 
trial and appellate procedure." 


The Attorney General's Committee on Administrative Pro- 
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cedure, appointed in 1941, stated another representative view- 
point in its proposed admintsrratsveracrt. 


} 
"Thevexercise of a0minlsetra ta Vem pectic | 
ins@tar as they ariect private Gigcice., 
privileges or immunities, should be 
effected by established procedures 
desiienee VC insure a2dequate™ provecricn 
of private interest and to effectuate the 
declared policies of Congress. While 
procedures should be conducted of the 
necessities and differences of Vecgcivslatione 
and of the subject matter involved, they 
Should ideally event , Des made Knowl Goma 
interesved persons, —Admlniistrabive ~2cq vee 
cation should be attended by procedures 
which assure due notice, adequate opportunity 
GO Present and meey evidence and arcumenueaue 
Promptedecis tons. | 


Administrative Procedure tn Government Agenctes 
Report of the Committee on Administrative Pro- 
cedure, Appotnted by the Attorney General at 
the Request of the President, to Investtgate 
the Need for Procedural Reform in Vartous 
Admintstrattve Tribunals and To Suggest Im- 
provements Therein (S. Doc. No. 8, 77th Conga. 
ist Sess... dated January 22, 104). 


One of the concerns brought out during the House Proceed- 
ings was as follows (House Committee on the Judtetary, House 
Report Wo. 1980, May 3, 1946): 


"Manifestly, the bill does not unduly encroach 
upon the needs of any legitimate government 
Operation, although it Is5 50 cCuUrse Over ama. 
according to its terms, even if it shoulda cause 
some administrative inconvenience or change 
ineprocedure... functionally. sclassci@1cavaome 
and exemptions have been made, but in no part 
of the bill is an agency exempted by name. 

The bill is meant to be operative ‘across 

the board' in accordance with its terms, or 
NOGecadiea Laie.” 


It would seem to be altogether apparent that the intent 
of Congress was to regulate the so-called "fourth branch" of 
POVeErnMNecMe ior thes purpose OF safeguarding individuaderiehts. 
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ittsseo0el Was to assure judicial fairness, tantamount to that 
guaranteed by the U.S. Constitution, in the government agency 
mayuarcatton process. Its means of carrying out its intent 
was to provide that hearings be conducted in accordance with 
eeendards Similar to those utilized by the judiciary. 
the appellant maintains that he should have been afforded 

euecm a hearing during the adjudication out of which this ac- 
Pilon ar ilaes . 

2. Case law supports liberal interpretation of the 
Polministrarives rocedure Act. 

ine the sapanese Immzigrance Case (1903) 189 U.S. 86, 191, 
the Supreme Court commented that requirements of procedural 
dquewprocess are derived from the same source a@s Congress’ 
power to legislate, and where applicable, permeate every valid 
enactment of that body. The Court stated: 

",...In the case of all acts of Congress, 
SHecheinverprelLavlon Oughe to be adopted as, 
WEEhOUuGedoing violence to the” import of 

the Veords used, will bring them into harmony 
Wich the Constitucion.” 

IMmebeOchwePan-Atlantte 5.0. Corp. ve. Atlantica Coase fine 
femGem es UT56) 253 Us5. 436, and Wong Yang Sung vs. MeGrath, 
(1949) 339 U.S. 33, the court became more specific in terms 
of the present case. It declared that the APA is a remedial 
and reform piece of legislation, and, as such, should be 
Micra livecOnsurucd, "lhe Wong case, whichewilil@be more fully 
discussed presently, involved the legitimacy of a deportation 
Order under the Immigration Act and the right of the agerieved 


Barty to a hearing in accordance with the provisions of the 
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APA. The Supreme Court concluded that the APA provaemens 
affording hearings should be liberally construed. 

3. The District Courteerred invdeterminingaeiausan 
exception in §554(a) precludes fair hearings in import adjudi- 
cacvionse 

The appellant maintains that the FDA should have made 
the adjudication required by the Food, Drug & Cosmetic Acty 
Section 801, according to the terms of Administrative Pro- 
cedure Act, Sections 554, 556 and 557. On this point, the 
District Court's argument is that these se@ctvens mono 
applicable due to the following wording contained in Section 
554(a): 

"Tals section applies, according Vouethe 

provisions thereof, in every case of 

adiudacarvton required Dy Svaluues onus 

determined on the record after opportunity 

for an agency hearing." 
Since the FD&C Act, Section 381, does not contain a provision 
expressly requiring an adjudication to be determined "on the 
record," the District Court feels that all three APA sections 
are inapplicable. 

Let ws eGxamine a Supreme’ Court case revolvingwacemnd 
these very words of APA 554(a). In the aforementioned Wong 
Yang Sung ve. MeGrath, supra, 1t will be remembereamrnaveere 
issue was the legitimacy of a deportation order when the immi- 
gration authorities had not given Wong a fair hearing accord- 
ing to APA Standards. 

In Wong, there were more statutory barriers ive .p an 


cation of Sections 554-7 than in the present case. Not only 
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orc che immigaratiton Act fail to provide that the adjudications 
be decided on the record after a hearing, but it also failed 

to mention that a hearing be held at all. Section 801 of the 
FD&C Act does specify that a hearing be held when it instructs 
the FDA to "give notice thereof to the owner or consignee, 

who may appear before the Secretary of Health, Education and 
Welfare and have the right to introduce testimony." 

Because of case law rather than statutory requirements, 
minmeorat Lon authorities did hold deportation hearings in 
actual practice. The manner in which they were conducted by 
Piiberacl OMe augaorities, prior to the Wong case, was the same 
Semonoat tn which hearings on the admissibility of imports 
have been conducted by the FDA, i.e., immigrants threatened 
with deportation were simply given an opportunity to speak 
oumtheic own behalf. 

The Supreme Court ruled that this procedure was inade- 
@ueve shor the protection of individual rights. In light of 
baie tects that court decisions had added hearings to depor- 
tation proceedings, it dismissed the barriers that the Immi- 
Poa@lonmncrsiGsalt required melther hearings nor thal dever— 
Minations be base@ upon the record. Thus, lacking the 
Sraniuory Support available in the present case," Wong never— 
bhneless won his case. 

It should be pointed out that the Supreme Court was not 
unmindful of the effects which its decision would have on the 
government agency involved. In this respect, Wong, Supra, 
Secaved. 


ee 


"Nor can we accord any weight to the argument 
that to apply the Act to such hearings will 
cause inconvenience and added expense to the 
Immigration Service. Of course it will sand 
as it will to nearly every agency to which 
it is applied, but the power of the purse 
belongs to Congress and Congress has 
determined that the price for greater 
fairness is not too high. The agencies, 
unlike the aliens, have ready and persuasive 
access to the legislative ear and if error 
is made by including them, relief from 
Congress is a simple matter." 

After the decision by the United States Supreme Court 
that the APA applies to deportation hearings, immigration 
authorities did indeed go to Congress. They subsequently 
secured a fair procedure for deportations, modevedwonmeerc.— 
nent portions of the Administrative Procedure Act but adapted 
to the particular needs of the deportation process. As far 
as we know, the FDA has not chosen to take comparable steps. 
In light of the clear dictum of the Wong case, the appellant 
maintains that the agency should be governed by the APA until 
De GCS « 

1, he Distrvers court erred in determingyizeviawe ae 
exception in §554(a)(3) precludes fair hearings for import 
adjudications. 

The eovermment, pursuing its point that ad idasc eared 
under the FD&C Act, Section 801, is not subject to APA rules, 
cites APA 554(a)(3). This provision excludes from the general 
hearing requirements cases which involve "proceedings in which 
decisions rest? solely on inspections, test or elecumeonsn ss 
an aid to interpreting these words, rules of statutory con- 


Structi1om should be applived: 


ee 


As noted above, a remedial statute such as the APA is 
pacreled to Viberal construction. (Abbott Laboratories ve. 
Gardner, supra.) The corollary principle is that such 
Peaeubes are LO be strictly construed. Thus, a proviso which 
@perates to limit the application of the provision of the 
Seovure should be held to include no case not clearly within 
the purpose, letter, or express terms of the proviso. (Pted- 
mont & N. R. Co. v. Interstate Commerce Commission (1932) 

Beem co. 299; Gregg Cartage & Storage Co. v. Untted States 
Cisse 316 Ursa 74.) 

The exemption dealing with inspections and tests has been 
interpreted by the Supreme Court in just such a strict manner. 
PEmemoewon has been confined to instances in which there are 
exyolvcit. Celtinitive standards, such as those of the Tea’ Im= 
Pertcacaon Act, to be applied. (See discussion of Tea Impor- 
tation Act below.) In the case of Door v. Donaldson, 195 F. 
Pome (1052). the court stated as follows: 

"Tn our opinion the act exempts from the 
requirements of a full hearing, because they 
"rest solely upom inspections,' only decisions 
thay turn either upon physical facts as to 
VidcRvee tomo itr lewreom tor dit ferenceen 
Opinion, Or else wpon technical facts like 

whe Guelity of the tea...." 

Quite obviously the present circumstance is not within 
the purview of this exception. There was no definitive, ex- 
plicit standard for judging the coffee, nor was the determina- 
tion made upon physical facts as to which there was "little 
room for difference of opinion." The government a forttort 


did not even draw upon the standards set by the coffee industry 
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itself in determining the quality and fitness of the product. 
On the contrary, the decision as to fitness was based admit-— 
tedly upon a subjective examination by various personnel within 
the agency, whose thoughts, opinions and determinations were 
not based upon any standard procedure, rules or regulations. 

In reviewing the cases mentioned above, it can be seen 
that the higher courts have consistently reaffirmed the intent ) 
of Congress, in its passage of the Administrative Procedure 
Act, by applying APA hearing provisions in the interest of 
individual protection. The appellant maintains that the Dis-— } 
treiet Court erred in failing to follow “his precedence. 


B. Fair Hearings Are Required by the Federale cour 
Dreue wand Cosmeric ACL. 


1. An analysis of its pertinent provisions in the 
Mieht of rules of Statutory construction bears Cuneta ecen= 
bent Lon | 
Section 801 specifies that an import adjudication be 
made only after the owner of the goods in question is given 
notice, an opportunity to appear before a representative of 
the Department of Health, Education and Welfare, and the right 
to introduce testimony. The procedure described is certainly 
tantamount to a hearing, and certain rules of statutory con- 
struction compel the conclusion that this terminology of Sec- 
tion 801 is to be construed to mean a hearing. 
In the interpretation of statutes, some degree of impli- 


cation traditionally may be called upon to aid the discovery 


of the intention of the legislature. (Mereanttle Trust Co. 
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load Diet. (1927) 275 U.S. 117.) That whicmis implied 
from the express terms of a statute is as much a part thereof 
and is as effectual as that which is expressed. (Luria v. 
taebea States (1913) 231 U.S. 9.) Moreover, in the absence 
of a contrary indication, legislative enactments which are 
prospective in operation and which are couched in general 
and comprehensive terms apply to new situations which arise. 
Wiertler v. United States, (CA-3, 1929) 34 F.2d 30; Buwek v. 
Power tacatle Realty Co., (1931) 263 UsS. 191.) According 
to these three rules, Section 801 constitutes a basis upon 
JiiiCimeomia hehe aring ls tobe granted. Ine language implies 
aeieerine. and the appellantv will presently support his con— 
temmon Ghat a hearing is what Congress had in mind. But 
Sei ecOnerecoc in Enaeting Giese procedures with = respece 
VOmicr cc PODDOrLUMILy BO appear, and the right to introduce 
testimony, did not specifically envisage a "hearing," the 
language is prospective in nature and is broad enough to in- 
CiiGcmuMec Mew Sitvabaonwwhileh, imethis particular case, is 


y 
the hearing now afforded by and provided for by the APA. 


4 The FDA itself ascribes to these rights, the word, "hear- 
i lt oseit LOolbme importer a form entitled, "Notice of 
Hearing". In this respect, a rule of statutory construction 


maintains that the Executive Department charged with the 
eamimletraticn ofr enforcement of such rules of procedure 
is entitled to the highest respect. (United States v. 
BergimlO56) 9352) UeS, 40.) If the FDA itself deems this 
Veanpuage to mean a hearing, then the appellant believes 
Ene court shoulda acknowledge its interpretation. 


Se 


Other rules of statutory construction further confirm 
the premise that Section 801 of the FDC Act requires a hear- 
ing. The legislature is presumed to have enacted a statute 
directed toward achieving a just result. (Washington Terminal 
Co. v. Boswell (1941) 124 F.2d 235, (affirmed in 329 U.S. 732m 
United States v. City National Bank of Duluth (1939) 31 F.Supp] 
530.) It is not presumed to have intended to provide for the 
performance of a vain, idle or futile’ act, nor tomPmodueesen 
absurd consequence. (Untted States v. Amertean Trucking 
Associattons (1940) 310 U.S. 534, rehearing denied 317 U7S. 
724; Armstrong Paint and Varnish v. Nu-Enamel Corporation 
(1938) 305 U.S. 315.) Furthermore, that constructvemmes a 
statute which affords an opportunity to evade an act should 
be avoided, and conversely, construction which would defeat 
subterfuges or evasions of the intent of the statute gs to be 
favored. (Searborough v. Atlantie Coast Line R. Co. (1949) 
(CA 4th Va.) 178 F.2d 253.) Let us look at Sectionmeotein 
terms of these ground rules. It would seem that the intent 
of Congress in suggesting that the importer be given an 
"opportunity to introduce testimony" could be only its desire 
tO assure that the importer'’s rights were not intmimeccmupen 
in an arbitrary manner. Yet how is the protection of the im- 
porter's rights to be guaranteed if the agency is allowed 
simply to disregard the testimony if it so chooses? The 
agency's listening to but totally ignoring the case presented 
by the importer is a quite possible, but vain, unjust and ab- 
SUrQ COnsequence Of “an interpretavicen which deems thatwscect ion 
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801 does not imply a fair hearing with the determination 
meee On the record. 

So Miemanoehwer rule wor Statutory construction is that 
the court will strive to avoid an interpretation of a 
statute which produces capricious distinction or dis- 
creiminatton between Situations which are not substantially 
Guiter@€it. Talbott v. Stlver Bow County (1890) 139 U.S. 
438; Wilson v. Federal Communications Comm. (1948 C.A.D.C.) 
iWimeeeds(95.° TO Lormulave separare, distinct hearing 
hues With respect to the promulpation of regulations and 
the making of adjudications is to promote a senseless dis- 
tinction. Logic demands we recognize that there is no 
sound reason why a hearing should be granted in one in- 
Qaicemana nO Tm che Ouner, [hee sateguards provided by 
the APA in the form of a hearing should apply in each 
instance. If anything, there is greater need for the 
Dees teevOma seat ile Wwium respecu LTO the adjudicatory 
bumebion, for, in the final analysis, adjudicatory de— 
cisions must be based upon a subjective analysis of the 
evidence as presented. 

2. The District Court erred in determining that 
an FDC Act provision precludes fair hearings in import 
adjudications. 

(a) It improperly emphasized a single phrase 
rather than interpreting the Food, Drug and Cosmetic 
Seackloe In ats entirery . 

Theweistrics Court erred in virtually ignoring the 
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pertinent portions of Section 801 just analyzed and in relying 
almost exclusively on other language in that secticemyromwit. 
"If it appears from the examination of such 
samples or otherwise that....(3) such article 
is adulverated...then such articte shalimpe 
refused, admassion. =... 

It is an elementary rule of Statutory consume y eon aia 
significance and effect should be accorded every part of an 
act. (United States v. Alpers (1950) 338 U.S. 680; D. Ginsberg 
& Sons v. Papkin (1932) 285 U.S. 204.) The maxim, ut res 
magts quam perat requires not merely that a statute be given 
effect as a whole, but that effect should be given to each 
ef its express provisions. (Pennsylvanta Co. Vv. inteeasscare 
(1915) 236 U.S. 351.) Further, all parts of thewecmomcumd 
be considered, compared and construed together. I is not 
permissible to rest a construction upon any one part alone er 
upon isolated words, phrases, clauses or sentences. (Hellmich 
v. Hellman (1928) 276 U.S. 233; International Mereantile 
Marine Co. v. Lowe (1938) (CCA 2d) 93 F.2d 663) (wel 
certiorari denied in 304 U.S. 565.) In addition, each statute 
OPPSeeulon 15 tO be conserucd im Uieintmoue ae reference GO. 
and in conn@ction with oth€r statutes or sectilonsame7771e 
Mills Seecurittes Corp. v. Commisstoner of Internal Revenue 
(O41) SVAN UeSs 326.) 

A Hederal Court reiterated these maxims 117 wee: ee 
cases, etc...Bireley's Orange Beverage (1946) 5 F.R.D. 503, 
where it was held that the Federal Rules of Civil Frogeqdir 


applied to the FD&C Act after this analysis: 
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ine iiverpreting the stature in question 

we must look to the entire statute and 

not to the single phrase." 

iieapplyins theses rules of Statutory construction, it 

is elementary that undue emphasis cannot, as the government 
would wish it, be placed upon a sentence or phrase which may 
appeal to a - particular party. The language of the statute 
which. deals with notice, opportunity to appear, and the right 
to introduce testimony must be considered in conjunction with 
the language which states that if it appears from the examina- 
tion of a sample or otherwise that such article is adulterated 
Migmwmeauectearticre shall De@retused admission. The twoware 
entitled to equal weight, and, if at all possible, are to be 
ineerpreted SO as to @ive effect to both. In this regard, it 
Momconsisuent and logical to construe the two pertinent por— 
tions of Section 801 to mean the following: that a person 
is entitled to a hearing and entitled to a determination based 
itoewmeamreecord, and that af a person does not desire to avail 
himself of these privileges, then, and only then, may the 
government exclude the particular article offered for import 
"if it appears from a sample or otherwise that the article 
remadulterated....". ‘The words, "or othérwis®’ are of par- 
GlcCulareaimporcance here and lend credence to the interpreta— 
tion which appellant contends is logical and consistent. 
inem Or otherwise” provides for cases where there 1s a con- 
troversy, and in which a hearing has been in fact requested 
and conducted. This interpretation is, in fact, the only 


interpretation that does not do violence to the pertinent 
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portions of Section 801 and does not unduly emphasize one sec- 
tion over Chemother: 

(bo) The District Court mistakenly ascribed Tea 
inspection Act standards to the FDC Act. 

In Pej@eeting thesnecessity for a fair hearingwiastae 
present case, the District Court relied heavily Upcmmeaeiaee ee 
v. Stranahan, (1903) 192 U.S. 470, which involved ameadminis] 
trative wéfusal to admit into the United States a eimpment 
of tea found by a Board of General Appraisers to be below 
certain standards set by the Secretary of the Treasury. The 
District Court mistakenly applied the principWes mie ee 
v. Stranahan to invest the FDA with completely discretionary 
powers. However, an examination of the two separate acts upon 
which Buttfteld and the present case rest, i.e., the Tea In- 
spection Act and the Food, Drug and Cosmetic Act, shows that 
they are quite distinct from each other. 

The Tea Importation Act was enacted in 1897 and provides 
that the government, upon recommendation by a board of xpertsm 
shall fix and establish uniform standards of puri lye, 
and fitness for consumption of all kinds of teas ampemv-deinve 
the United States. The quality of any tea in question shall 
be tested and gsradéd according to the usaze and eusconmoscr 
the tea trade, including the testing of an infusion of the 
same in bolling water and, if necessary, chemical@anal sic. 
The Food, Drug and Cosmetic Act, on the other handy dees not 
require the government to set standards and grades for coffee, 
and the government thus has not done so. If, however, there 
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were such a requirement, the importer then could challenge 
these coffee standards under the statutory procedures of the 
Meee Act, Section 701 or the Administrative Procedure Act. 
However, even in the Tea Importation Act, there is a specific 
Sracuucory procedure for a fair hearing, and, in matters of 
Peopuce. access to décision review by the U. S. Board of Tea 
Appeals. 

(ec) The District Court lgnored specific wording 
which indicates an assumption that fair hearings will be part 
of the adjudication process. 

Section 701 (e)(1) states in part: 


"Any aetion for the issuance, amendment, 

or repeal of any regulation under Section 
401, (concerns definitions and standards 
for food), 403 (j) (concerns misbranding) , 
4O4(a) (concerns emergency permit control), 
406 (concerns tolerances for poisonous 
iieped@ents in food), 501(b), or 502(d) 

or (h) (concerns drugs) shall be begun... 
(a procedure is then specified for putting 
Giae action into effect. )” 


Seetion (Olle 2) contanues: 


[Pereany person who will be adversely 
affected by such order if placed in 
effect may file objections thereto 
with the Secretary, ...requesting a 
Public hearing wupen such objections.” 


Section 70l(c) says: 
"Hearings authorized or required by this 
Act shall be conducted by the Secretary 
or such officer or employee as may be 
designated for the purpose." 

Section 701(g) reads as follows: 
Viecertified copy Of the transcript of 


the record and proceedings under sub- 
section (e) shall be furnished by the 
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Secretary to any interested party... 
and shall be admissible in any criminal 
libel for condemnation exclusion of 
imports, or other proceeding arising 
under “Or li” respect of this Act.4.." 

The impact of these provisions on the present case can 
be stated succinctly as follows: transcripts of hearings 
dealing with such matters as the promulgation of regulations 
fixing food standards "shall be admissible" at exclusion of 
amport proc®ed@ings. The appellant Peéls it 138 hieni sie 
nificant that the writers of the law eschewed such language 
as "can be presented." Wording such as that might be seen 
as being consistent with the FDA's interpretation as to the 
character of the hearing authorized in Section 801. The 
language which actually was used is of a totally different 
character. "Shall" is imperative, not permissive. "Admis- 
sible" is a technical legal term, defined as follows in 
Black's Law Diettonary, 4th ed.: 

"Pertinent and proper to be considered 
in reaching a decision. Used with 
reference to the issues to be decided 
in any judicial proceedings. 

As applied to evidence, the term means 
that it is of such a character that the 
court or judge’ is bound to réeeive it; 
that is, allow it bo be introduced.” 

The appellant maintains that the wording of Sections 
701l(e), (c) and (g) constitutes ample evidence that the import 
exclusion hearing proceeding envisaged by the enactors of the 
law is not an empty formality, in which the hearing officer 
can listen in patronizing fashion to an aggrieved party but 


is free to ignore what is said. On the contrary, the hearing 
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officer "is bound to receive" transcripts and other admissible 
evidence. Does this not clearly imply that a fair hearing is 
to be held, the rules for which have since been specified by 


the Administrative Procedure Act? 


AE 


THE DIsthiCr COURT ERRED IN 
GRANTING A SUMMARY JUDGMENT 


A. Its Decision Was Contrary to the Intent and 
Provisions of the APA. 


Professor Davis, supra, at page 27-28 of his 1965 Pocket 
Bert, inquires: 


"Is it good government--is it sound law--that 
permits a single individual to determine issue 
Giuslaweenact, and disgerculon alteeuing the 
Property PLENUS..... weVeONOUL Wearimes, withour 
review, without disclosure of the rules that 

are used to guide discretion, and without opening 
to public inspection the resulting law?" 


MimcGwimern ieeabiat thie District Court erred in granting 
the FDA a summary judgment in the present case, the appellant 
respectfully commends to the Appellate Court Professor Davis' 
answer to his own question: 


"A review court, without at any point substituting 
judgment, could (a) determine the reasonableness 
of the rules developed by the administrator as a 
guide to discretion, (b) require that those rules 
bBesopen to public inspection, (c) ascertain 
whether the particular exercise of discretion 
arbitrarily departs from the administrative 
case law, (d) require that the administrative 
case law be open to public inspection in 
compliance with §3(b) of the Administrative 
Procedure Act, (e) require findings of fact and 
a statement of reasons, (f) determine whether the 
findings are supported by substantial evidence, 
(g) determine whether the stated reasons are 
based upon considerations which are reasonable 
and legal." 

Boe 


1. The District Court should have exercised the 
authority to review agency actions given it by the APA. 
APA S@etion 10(e) 5 U.S.C. 70l€e), entitled, “Stepe or 


Review," provides: 


"To the extent necessary to decision and when 
presented, the reviewing court shall decide 
all relevant questions of law, interpret 
constitutional and statutory provisions, and 
determine the meaning of applicability of 

the terms of an agency action. The reviewing 
court shall-- 


1) compel agency action unlawfully withheld 
or unreasonably delayed; and 

2) hold unlawful and set aside agency, action, 
findings, and conclusions found to be-- 


(A) arbitrary, capricious, an abuse of 
diseretion, or Otherwise not an 
accordance with law; 


(B) contrary to constitutional richie 
power, privileee, or innunity: 


(C) in excess of statutory jurisdiction, 
authority, or limitations. Or shome 
Ole sta cluomy ses Cig: 


(D) without observance or procedure 
required by law; 


(E) unsupported by substantial evidence 
in a case subject to sections 556 
and 557 of this title or otherwise 
reviewed on the record of an agency 
hearing provided by statute; or 


(F) unwarranted by the facts to the extent 
that the facts are subject to trial 
de novo by the reviewing court. 


In making the foregoing determinations, the 
court shall review the whole record or those 
parts of it cited by a party, and due acceuns 
shall be taken of prejudicial error." 


The law thus clearly invests the District Court with the 
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power to "set aside agency action." The appellant proposes 
homcmow thet vhe court shouldwhave acted on this power, on 
the grounds that the FDA's adjudication was made "not in 
accordance with law" and that it was "unsupported by sub- 
stantial evidence." 
Colne Pistrveu Coure should have revived the 
issues of law involved. 
hin oe ves lou Mcaceawenlomato Paste, (C.C.A. 2a 1954) 
212 F.2d 567, concerning an allegedly adulterated product 
fremerOrLugal whieh had been seized within the United States, 
the dissenting opinion of Justice Frank included the follow- 
ing admonition to his peers: 
"Our responsibility goes beyond the 
adjudication of the validity of the 
legislative grant. It includes the duty 
of scrutinizing the methods employed in 
the process of administrating the granted 
power. Unless this power is in some way 
constrained (as I believe it has been by 
the Administrative Procedure Act) it 
permits dangerous administrative 
arbitrariness. ..." 
The appellant shares both Justice Frank's concern regarding 
the methods employed in the process of administrating the 
granted power and his belief in the efficacy of APA safeguards. 
(a) The FDA deprived petitioner of information 
to prepare for a hearing. 
The APA emphasizes in provision after provision that 
government agencies are to make full disclosure of matters 


pertaining to adjudications. APA, Section 556, states: 


"The transcript of testimony and exhibits, 
together with all papers and requests filed 
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in the proceeding, constitutes the exclusive 
record for decision in accordance with Section 
557 of this titlewand, on paymenteof Bawfiams, 
prescribed costs, shall be made available to 
the parties." 


APA> Sect wonm557(e)(3)) says ine pert. 


"All decisions, including initial, recommended, 
and tentative decisions, are a part of the 
record and shall include a statement of-- 


(A) findings and conclusions and, the reasons 
or basis therefor, on all the material 
issues Of faeu, law, or discretvon 
presented on the record." 


APA Section 554(b) says: 


"Persons entitled to notice of an agency hearing 
shall be timely informed of-- 


(3) the matters of fact and law asserted. 
Section 552(d) deals with access to Public Records: 


"Except as otherwise required by statute, 
matters Of official regord shell be inade 
available, in accordance with published 
rule, GO persons preperly ande direc, 
concerned..." 


In addition, the FDA's own regulation, 21 CFR 4.1(c) en- 


Gtitléd “Diselosure of Official Records and Informareonn: 


states: 


"A person who desires the disclosure of any 
such record or information may make written 
Mequest therefor, verified by oamh, direervcd 
Ge the* Commissioner of Food andwirugs, setting 
forth his interest in the matter sought tombe 
disclosed and specifically designating the use 
to which such records of information @will be 
put in the event of compliance with such 
mequest..." 

(Pet. Exhibit -"D' and "“Hi'ss) 


The importance of reasonable access to government infor- 


mation has been further expressed in the Public Information 
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Act of 1966 (Public Law 89-487) which amended Section 552 of 
the APA. Under this legislation, executive agencies are re- 
@uired to adopt new guidelines to insure full disclosure of 
information affecting individuals. 

Compare these numerous provisions with the actual methods 
of operation employed by the FDA. 

On July 21, 1966, the FDA issued a "Notice of Detention 
and Hearing" on the grounds that the coffee beans in question 
were adulterated. The basis for the alleged adulteration 
was stated as follows: "The article is unfit for food since 
the beverage made from it after roasting is nearly devoid of 
flavor and color characteristics of normal coffee." 

Almost any commercially-sold coffee is composed of a 
blend of more Shes one type of coffee, the purpose of mixing 
coffees being to enhance flavors and to satisfy varying con- 
sumer preferences. Naturally-bitter coffees are balanced by 
being blended with naturally-mild types. Thus, there is a 
penuine usefulness for many varieties of coffee beans which 
Vou vem cOO ur Onewor TOO wea. Dy themselves. 

The owner of the coffee beans in question consulted with 
PeedMeacientists who gave as their opinion that the product 
Bede vclWomc ema OOO whem Used as an clement in blended) cottee. 
Since the government had decreed otherwise, the owner felt 
that he needed access to data concerning the objective cri- 
teria by which the government had judged the product to be 
Upitt. suacking such information, hescould not make a imean— 
ingful preparation for the hearing. 
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Thus, from August 18, 1966, until the "hearing" on January 
6, 1967, the owner's attorney attempted to secure from the 
FDA information concerning the scientific basis for the deten- 
tion of the coffee beans. One of the answers, as contained 
in Petitaoner's Exhibit YC" typified theeresa: 


"We are also unable to comply with your broad 
request for copies of all of our analyses and 
rélatéd réports pertaining to this detention 
and hearing. However, we can advise you that 
our Bureau of Science examined a beverage made 
from, this coffée aiter roasting and found uae 
to be mearly devoid of these flaver and color 
charactértistics of normal coffee. In view of 
this, we consider this coffee to be unfit for 
food within the meaning of section 402(a)(3) 
of the Act, a copy of which is attachéd. Tey 
we also direct your attention to Chapter VIII 
of the Act (pagew75), on Imports’ and Expertae" 


The Supreme Court in Simmons vs. United States (1955) 
348 U.S. 397 at 405, commented on another situation in which 
a government agency had not disclosed information in accord- 
ance with APA procedures, as follows: 


"A fair resume is one which will permit the 
registrant to defend against the adverse 
evidence--to explain it, rebut it, or otherwise 
detract from its damaging force... The Congress, 
in providing for a hearing, did not inteadetoc 
it to be conducted on the level of a game of 
Dilind man's bilufis.. ' 


(b) FDA disregarded fact-finding procedures. 
The Supreme Court in Green vs. MeElroy (1958) 360 U.S. 


6 
474 at 496-497, expressed the following general principles: 


6 See also Ktrby vs. Shaw (CA-9, 1966) 358 F.2d 446; Cooper, 
"Should Administrative Hearing Procedures Be Less Fair Than 
Criminal rials (1967 53 ABA 237% 
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"Certain principles have remained relatively 

immutable in our jurisprudence. One of these 

is that where governmental action seriously 

injures an individual, and the reasonableness 

Of themaction depends cn fact findings, the 

evidence used to prove the Government's case 

must be disclosed to the individwal so that 

he has an opportunity to show that it is untrue. 

...We have formalized these protections in the 

requirements of confrontation and cross—exam- 

ination...This Court has been zealous to protect 

tiesesrighits @rom erosion. It Mas spoken out 

not only in criminal cases (citations), but 

also in all types of cases where administrative 

and ceswlalory actions Were under scrutiny 

(ctiations). Nor, as it has been pointed 

out, has Congress ignored these fundamental 

GeqUilrencnvs Im senactang resulatory lesislation 
ft 


Teveentinue with the chronology ser the FDA'S actions: 

At the "hearing" on January 6, 1967, the Government presented 
no evidence that the coffee beans in question were adulterated. 
The hearing officer dismissed this essential element required 
for a fair hearing in the beginning, as follows: (Petitioner's 
Baroy “I-1" > page 13): 

"MR. MC KRAY (Attorney for petitioner): Now, 

at this hearing, is the Food and Drug Adminis- 


tration going to present any evidence? 


THE HEARING OFFICER: No. We are here to 
hear what you have to say." 


After the petitioner presented his evidence for the 
record, the petitioner's attorney questioned the procedure 
for said hearing as follows, (Petitioner's Exhibit "I-1", 
Dagese 52-93): 

WiiweMG RAY = But the tissue is) that this 
hearing should comply with the fundamental 
Deanciples Ofetair play, principles of fair 
play with the facts involved in the case. 


I wenld ,likesGo point out at this time that 


"Bye 


the Food and Drug Administration made no 
presentation at this hearing, nor has the 
Food and Drug Administration allowed the 
owner or consignee to examine any record 
or document involved in said coffee. 


The second thing I would like to point out 
is this: Are you going to make the decision 
in this matter? 


THE HEARUNG OPPICER: Hirst. 1 woulldviike 
to point out that we presented our posi- 
tion when we issued the Notice of Detention 
and Hearing, and this hearing is for the 
purpose of your presenting your position. 


invanmswer to your second quwesticn, no, = 
probably will not make the decisiion. It 
will be probably be made in Washington. 


MR. MC KRAY: Washington, D.C. will make 
the decision? 


THE HEARING OFFICER: Yes." 
The last exchange quoted has special significance in the 
light of APA §554(d): 


"The employee who presides at the reception 

of evidence pursuant to section 556 of this 

title shall make the recommended decision or 
initial decision required by section 557 of 

this title, unless he becomes unavailable 

to the agency..." 


On this matter the appellant cites Steward vemevenny, 
(1905) e230 8 supps cele at. 827: 


"We cannot, however, accept without limitation 
a contention that a high administrative official 
in Washington, D.C., is better qualified than 
others to analyse and draw conclusive fact 
inferences from a cold record produced at an 
evidentiary hearing three thousand miles 

away and relating To physical, condiGroms 

with which he has questionable familiarity, 
conditions normally deemed to be within the 
realm of judicial notice. We deem the correct 
rule of judicial review to be that announced 
in’ Foster vs. Seaton, (1959) 106 Ulsan 
D.C. 253, 2f/1°8. 2d 636: “'ihus these. 
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really comes down to a question whether the 
secretary's findings were supported by sub- 
stantial evidence on the record as a whole.' 

This is the only rule of judicial review which 
will breathe vitality into the mandate of 
Congress (Administrative Procedure Act, 5 U.S.C., 
Section 1009(e)..) that the reviewing court 

shall ‘hold unlawful and set aside agency 
acuuons, Lindimes and conclusions found to be: 


(1) Arbitrary, capricious and an abuse of 
discretion or otherwise not in accordance 
Welkoine AW s cs 


(4) Without observance of procedure required 
by law; 


(5) Unsupported by substantial evidence in 
any case subject to requirements of Section 
1006 and 1007 of this title or otherwise 
reviewed on the record of the agency hearing 
Dreveded by statute....'” 

The ninth circuit has also held that these administrative 
decisions must be based on hearing records having "a reason- 
able basis in law, and... are Supported by substantial 
evidence." Stockton Port Distrtet vs. Federal Maritime (1966) 
Boomers 2d 3600 at 351. 

3. In accordance with APA provisions which require 
Gd@eistons tO be made upon the record, the District Cour? 
should have granted a summary judgment to the petitioner 
ravuhner than to the government since there were no triable 
issues of fact. The FDA's import determination was unsupported 
by substantial evidence. APA 556(d) says in part: 

"A sanction may not be imposed or rule or 
order issued except on consideration of 
the whole record or those parts therof 
cited by a party and supported by and in 
accordance with the reliable, probative, 
and substantial evidence." 


The appellant asks the court to examine the evidence 


Vie 


presented by the government at the "hearing." As summarized 
by the FDA hearing officer, ("... we presented our position 
when we isswed the Notice of Detention end iearingwea. 9. 

the government 'ssevidence» consists of théwstatement: 
"Adulterated within the meaning of Section 402(a)(3). The 
article is unfit for food, since beverage made frommait wfter 
roasting is nearly devoid of flavor and color characteristics 
of normale corre. “ 

APA 556(d) opens as follows: 

"Except as otherwise provided by statute, 
the proponent of a rule or order has the 
bumden of proof." 

The appellant feels that without the burden of proof, the 
FDA's evidence is insufficient, and that with the burden of 
preoot, 10 is Ampocent. 

B. Even Without Consideration of APA Provisions Summary 

Judgment Should Not Have Been Granted the Government 
Because There Were Triable Issues of Fact. 

In the instant case the? D@strict Court h@la thageice dud 
not have authority to review an FDA import determination. It 
did note Ambruster v. Mellon and James J. Hill, supra, allow- 
ing import determinations under the wording of Section 801 
of the 1938 FD&C Act to be tried de novo. However, the 
District Court claimed that the fact that both cases ante- 
dated the passage of the APA (1946) made their validity 
questionable. 

Since the District Court's deicision, the Use a ouprene 
Court in another case involving the FD&C Act has given quite 
another interpretation as to the effect of the APA's passage 
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on earlier case law. It said: 
Weeor)yacases in which this type of 
judicial review was entertained 
(citations) have been reinforced by 
the enactment of the Administrative 
Procedure Act...." 


Abbott Laboratores v. Gardner, supra, 
at 141. (Emphasis added.) 


Thus, regardless of whether specific APA provisions are consi- 
dered, early case law would seem still to be very much in 
effect and to decree that petitioners are indeed entitled to 
@ trial de novo. 

MeveUCmCOnGlacr Ule sactlon Which the District Coury did 
take, however, i.e., the granting of a summary judgment to 
the government. 

It is well established that a summary judgment should 
Memo eemaveasonly if there is me itssue which calls for a trial. 
Rule 56(c) Federal Rules of Ctvtl Procedure; Fountain v. 
peisom (1949) 336 US. 681: Stmlter vu. Conner (1963) 372 U.s. 
221 and Poller v. Columbta Broadcasting System Ine. (1962) 
pocmuns. 462. 

Pollowinieeare a number Of judicial commentaries on tie 
SU Wiec vc : 

imuenoman Mia. Co. w, Long (C.A. 7 = 1957) 242 fF. 2a 207, 
it was held that a summary judgment proceeding was not a sub- 
SulguGe for 4a trial but rather a judicial search for deter— 
mining whether genuine issues exist as to material facts. 

A summary judgment motion does not involve the trial of 
issues of fact but is rather in the nature of a preliminary 
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proceeding to ascertain whether or not there are genuine issues 
as to a material fact. Burgert v. Unton Pac. R. Co. (C.A.8-198 
240 F.2d 207 and Dulansky v. Iowa-Illinois Gas & Elec. Co., 
(CA. e195 1g FS 2a seis 

The Court “€xamines evidence on a motion for summary judas 
ment, not to decide any issue of fact but to discover whether 
any real issue exists. Ramsouer v. Midland Valley R. Co., (CH 
8-1943) 193 F.2d 318.) 

In this action, the District Court was considering defen- 
dants' motion and a separate petitioner's motion for summary 
judgment. As verified above, its primary duty was to decide 
whether or not there were any facts which would give rise to 
a triable issue, not to pass upon or determine the issue it- 
Self. if that were not true, controversial Issuesmoneeacc. 
would be tried upon affidavits by the court and not by a juryve 
Here a triable issue of fact was present. IU was previded by 
the original notice of hearing, to wit, WHETHER THESReCconps— 
TIONED COFFEE BEANS WERE FIT FOR FOOD. ‘The Distriegecomnc, 
contrary to precedent, decided this issue of fact without a 
trialdes novow. (IR «22-26, ) 

The Opposing declarations stated the triable wiscee. 
whether the reconditioned cofiee beans are fil iorme ecm. 
exhibits offered by both sides support the opposing conten- 
tions. Government's Exhibit 1 is offered in suppew mer sie 
negative position. Petitioner's Exhibit "I-1" (Reporter's 
Transcript of Administrative Hearing on January 6, 1967) and 


Petitioner's Exhibit "J" (Summary Report: "Quality of Recon- 
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ditioned Coffee," dated January 3, 1967) provide positive evi- 
Beiteemthnat the reconditioned corfee beans are fit for food. 
Since there was a triable issue of fact, the District Court 
was then powerless to proceed further but should have allowed 
such issue to be tried by a jury unless a jury trial was 
waived. 

The appellant takes issue not only with the outcome of 
the proceedings below, but with the procedure leading to the 
outcome. 

Leese ono wDiseriel COuUrt Tenored the petitioner's riehy 
Pomerooc-examine Witnesses and basic rules of e€vidence. 

(IIR. 2-9). Secondly, the District Court accepted Government 
PEMropoow wee, 5 and their respective subsections, although 
ticsewexhlOLes were prepared by the FDA after the adminis— 
trative hearing (IIR. 27-31). 

The acceptance of Exhibits 2 and 3 is objectionable on 
Other frounds in that they dealt with the condition of the 
coffee beans prior to their being offered for importation 
Somiceond!yiomedq cotfee beans. These exhibits are irrelevane 
and immaterial in determining whether the said reconditioned 
coffee beans are fit for food according to the reasoning 
given in James J. Hill, supra, at 209. 

"By Section 381 the Collector of Customs 
Was authorized to refuse admission if 

the article was ‘'adulterated.' By 
Section 342 'a food shall be deemed to be 
AGuilveraved.. (4) tf 1) consists sinewhiolle 
Orme paru Of any Tilthy, putrid or de- 
composed substance, or if it is otherwise 
Uitte mor hood....'.) We may put aside 


in this case the words filthy and putrid, 
Oye 


but it is the contention of the govern- 
ment that the damaged wheat was decomposed 
and otherwise unfit for food. There was 
Substantial Svidenee,wand indeed it 23 noe 
Gisputed by the plaintiff, that there was 
some decomposition in the wet wheat and to 
some extent at least it was fermented and 
moldy: 


... (however) it is important here to dis- 
tinguish between the condition of the grain, 
when first off@Gred for importation, and its 
condition after it had been dried. And it 
is also very important in this connection 

to note that there is really no controversy 
between the parties whether the wet grain 
before the drying Was UMmit for iocd oF 

any kind, animal or human. In its origine: 
web condition it was...so unfit for any kid 
of food. Tha controversy...a8) Mo its fitness 
for food is thus limited as to whether aire, 
bemne dried it was fit... ." 

Thus the appellant contends that the District Court 
erred in granting the government's motion for summary judg- 
ment. Instead appellant affirms that the Districrvmtonr, 
should have granted a trial de novo on the "Complaint and 


Petition for Writ of Mandatory Injunction" (IR 1-7). 
CONCLUSION 


The appellant's pleas are as follows: 

1. The judgment of the District Court be révenoeueand 
the Cases remanded to the Bistrice Coure. 

2. Procedural guidelines be designated to provide the 
petitioner with a4 fatr hearing to determine whethereuges r= 
Condi ticned collec weeans are fite1er toca. 

The appellant offers for the Court's consideration a 


variety of procedural paths deSigned to procure aimeqeumeoue 
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outcome of the present case: 

eee der thesAdministration Procedure Act, alllow the 
fmeconditioned coffee beans to enter the United States to be 
Mecas1or thes production of blended coffee as supported by 
the administrative hearing record (Petitioner's Exhibit 
"T-1"). After the goods have been released from the physical 
custody of Customs, they will be subject to the domestic 
PeIeurPe Provisions Of the PD&C Ac&G if the FDA still does nat 
PPpereve their importation. 230 Bormes of Fish v. United States 
(C.A.6-1948) 168 F.2d 361. If a seizure action does occur, 
iPiemeetitioner will be entitled to a fair trial in the Dis= 
ene, Court. 

ee remand the case to the FDA for a determination of 
the substantive issue by an administrative hearing conducted 
in accordance with the provisions of the Administrative Pro- 
eedure Act. 

BDeesemondeune case (oO the Diserict Court for a deater— 
Mination of the substantive issue by a trial de novo. 

DwemecieiresiImport andustry dealing with foods, drugs, 
and cosmetics will be affected by this decision. Clearly, 
administrative hearings conducted without procedural safe- 
guards can be dangerous. The primary purpose of this appeal 
is to request the reviewing court to protect private rights, 
by stipulating that fair hearing procedures be used and 
reasonable access to government information be assured. The 
Ste lmeauron Of Sten procedures Should server to further tne 
HimcmosvomDOuNmol tme individual and seclety, in that wetter 
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and fairer administrative decisions should result. 
Dated: January 5, 1968, San Francisco, Calliforaiee 
Respectfully submitted, 
GEORGE McKRAY and 
SHELDON I. BLAMAN 


GEORGE McKRAY 

By 
George McKray 
Attorneys for Appelants. 
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STATE OF CALIFORNIA ] 
ow eo. ae 
Gitveand County of San Francisco J] 


iecMnol fy tier, 2m conmection with the preparation 
of this brief, I have examined Rules 18, 19 and 39 of 
DaeeUnILeGe obemes Court of Appeals for the Ninth Circuit, 
Micmenacemetne my Oolmion, ene LOrezoing brief is ian Puli 
compliance with those rules. 


GEORGE A. McKRAY 


George A. McKray 
Attorney for Appellant 
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STATUTES 


Admintstrative Procedure Act, 60 Stat. 243 (1946) as 
amended, 5 U.S.C. §§ 552-558, 701-706 (1966) 


§ 552. (formerly $1002) Publication of information, 
rules, optntons, orders, and publte records 


(c) Each agency shall publish, or in accordance with 
published rule, make @vailable to public inspection ali 
[tidieop ines OF Orders an the adjudication of cases 
(except those required for good cause to be held con- 
fidential and not cited as precedents) and all rules. 


(d) Except as otherwise required by statute, matters 
Otvorticial record Shall be made available, in accor— 
G@anee With published rule, to persons properly and 
directly concerned, except information held confidential 
Woeeeood cause found: 


§ 554. (formerly § 1004) Adjudiecations 


(a) This section applies, according to the provisions 
thereof, in every case of adjudication required by 
Se ctivemrOuDenCevermined OM Ene record aiter opportunivy 
for an agency hearing, except to the extent that there 
is involved-- 


(1) a matter subject to a subsequent trial of the 
law and the facts de novo in a court; 


(3) proceedings in which decisions rest solely on 
tinveCh Onommucses., Or elections. 


(b) Persons entitled to notice of an agency hearing 
shall be timely informed of-- 


(1) the time, place, and nature of the hearing; 


@owchiewtecal authority and jurisdiction under 
ween Ghe nedring is to be held; and 


(3) the matters of fact and law asserted. 


(c) The agency shall give all interested parties oppor- 
tunity for-- 


(1) the submission and consideration of facts, argu- 
ments, offers of settlement, or proposals of adjustment 
when time, the nature of the proceeding, and the public 
interest permit; and 


(2) to the extent that the parties are unable so to 
determine a controversy by consent, hearing and decision 
on notice and in accordance with sections 556 and 557 
Of this title. , 


(ad) The employee who presides at the reception of evi- 
dence pursuant to section 556 of this title shall make the 
recommended decision or initial decision required by sec- 
tion 557 of this title, unless he becomes unavailable to 
the agency. Except to the extent required for the dispo- 
sition of ex parte matters as authorized by law, such an 
employee may not-- 


(1) consult a person or party on a fact in issue, un- 
less on notice and opportunity for all parties to par- 
ticipate; or 


(2) be responsible to or subject to the supervision 
or direction of an employee or agent engaged in the 
performance of investigative or prosecuting functions 
for an agency. 


An employee or agent engaged in the performance of investi- 
gative or prosecuting functions for an agency in a case may 
not, in that or a factually related case, participate or 
advise in the decision, recommended decision, or agency 
review pursuant to section 557 of this title, except as 
witness or counsel in public proceedings. This subsection 
does not apply-- 


§ 556. (formerly §1006) Hearings; presiding employees; 
powers and duttes; burden of proof; evidence; 
record as basts of dectston 


(a) This section applies, according to the provisions 
thereof, to hearings required by section 553 or 554 of 
this title to be conducted in accordance with wtiieesec— 
ie alieyaly 


nen le 


(b) There shall preside at the taking of evidence-- 
(1) the agency; 


(2) one or more members of the body which comprises 
tiemasency,; or 


(3) one or more hearing examiners appointed under 
Seeruono.05 Of Chis title, 


1 ts tS ww «8 


The functions of presiding employees and of employees 
participating in decisions in accordance with section 
po ew ousuiia tiv lew shall be conducted in an impartial 
manner. A presiding or participating employee may at 
ery sciMerdisquality Mamselt. On the filing im good 
faith of a timely and sufficient affidavit of personal 
bias Or opher disqualification of a presiding or par— 
ticipating employee, the agency shall determine the 
matter as a part of the record and decision in the case. 


(d) Except as otherwise provided by statute, the pro- 
DemedtwCtmomrilemor order has the burdemsoi proer. Any 
oral or documentary evidence may be received, but the 
agency as a matter of policy shall provide for the ex- 
clusion of irrelevant, immaterial, or unduly repetitious 
evidence. A sanction may not be imposed or rule or order 
issued except on consideration of the whole record or 
those parts thereof cited by a party and supported by 
and in accordance with the reliable, probative, and sub- 
stantial evidence. A party is entitled to present his 
case or defense by oral or documentary evidence, to 
Sup LE rebuiwal evidence, and to conduct such cross-— 
examination as may be required for a full and true dis- 
closure of the facts. In rule making or determining 
claims for money or benefits or applications for initial 
licenses an agency may, when a party will not be pre- 
HUdweeatnoreDy, aden: precedures for the submission of 
all or part of the evidence in written form. 


(e) The transcript of testimony and exhibits, together 
with all papers and requests filed in the proceeding, 
constitutes the exclusive record for decision in accor- 
dances with section 55/ Of Chis title and on payment of 
lawfully prescribed costs, shall be made available to 
Etemparuies. | When an agency decision rests on official 
notice of a material fact not appearing in the evidence 
iijumemcecords a party is entavled, on Cimely request, 
COncaneOppCruunaty to Show the contrary < 


abeaals 


§ 557. (formerly §1007) Intttal decistons; coneclustveness 
review by agency; submisstons by parttes; contents 
of decetstons; record 


(a) This section applies, according to the provisions 
thereof, when a hearing is required to be conducted in 
accordance with section 556 of this title. 


(b) When the agency did not preside at the reception 
of the evidence, the presiding employee or, in cases not 
subject to section 554(d) of this title, an employee 
qualified to preside at hearings pursuant to section 556 
of this title, shall initially decide the ‘cagewiwames. 
the agency requires, either in specific cases or by 
feneral ruve, the entire record to be “Cert li te roma: 
(OH Clee lasson. 


(ec) Before a recommended, initial, or tentative de- 
eision, or a decision on agency review of Che Wdectsion 
of subordinate employees, the parties are entitled to a 
reasonable opportunity to submit for the consideration 
of the employees participating in the decistons-—- 


(1) proposed findings and conclusions; or 


(2) exceptions to the decisions or recommended 
decisions of subordinate employees or to tentative 
agency decisions; and 


(3) supporting reasons for the exceptions or proposed 
eabjorslalignss Gi welch si ovals 


Ties record shall show the ruling om each Lindi on— 
clusion, or exception presented. All decisiconSyarneiud— 
ing initial, recommended, and tentative decisions, are a 
part of the record and shall inclu@e 4 sStatemenrec.—— 


(A) findings and conelusions, and the reasons or 
basis therefor, on all the material issues omee cr. 
law, or discretion presented on the record; and 


(B) the appropriate rule, order, sanction, relief, 
or denial thereof. 


aA 


§ 558. (formerly §1008) Imposttton of santions; 
determtnatton of appltcations for licenses; 
suspenston, revocatton, and exptration of 
licenses 


(bo) A sanction may not be imposed or a substantive rule 
Or order isasved except within jurisdiction delegated to 
the agency and as authorized by law. 


§ 701. (formerly §1009) Applieation; definitions 


(a) This chapter applies, according to the provisions: 
Dmeree@r, excepy tO the extent that—— 


(1) statutes preclude judicial review; or 


(2) agency action is committed to agency discretion 
by law. 


§ 702. (formerly §1009(a)) Right of review 


Pepe rsonesuitering legal wrong because Of asency action, 
or adversely affected or aggrieved by agency action within 
Mnemmeaninz Of a relevant statute, is entitled to judicial 
review thereof. 


§ 703. (formerly §1009(b)) Form and venue of proceeding 


The form of a proceeding for judicial review is the 
Seecial Ssvravuvory review proceeding relevant to the sub— 
jeoce mMalcer in a court Specified by statute. or, in the 
absence or inadequacy thereof, any applicable form of 
ieee action, including actions for declaratory judgments 
Gunienra Or PrehtbaLory OF Mandatory Injunction oremapees 
Ceuvlcnmanm a COUrt of competent jurisdiction. Except vo 
the extent that prior, adequate, and exclusive opportunity 
for judicial review is provided by law, agency action is 
SUbIceh vO judicial review im ¢ivil or criminal procecd— 
Tesora eLal entLorecement . 


§ 704. (formerly §1009(c)) Aetions reviewable 


Agency action made reviewable by statute and final agency 
action for which there is no other adequate remedy in a 
court are subjéct to judicial review. A preditmgiary, ; 
procedural, or intermediate agency action On @migemno incr 
directly reviewable is subject to review on the review 

of the final agency action. Except as otherwise expressly 
required by statute, agency action otherwise final is 
final for the purposes of this section whetn@r sor ner 
there has been presented or determined an application for 
a declaratory order, for any form of reconsideration, or, 
unless the agency otherwise requires by rule and provides 
that the action meanwhile is inoperative, for an appeal 
to superior agency authority. 


§ 705. (formerly §1009(d)) Reltef pending review 


When an agency finds that justice so requires, it may 
postpone the effective date of action taken by it, pend- 
ing judicial review. On such conditions as may be re- 
quired and to the extent necessary to preventeeereparabe 
injury, the reviewing court, including the court Go which 
a case may be taken on appeal from or on application for 
Gertilorari or other writ to a reviewing court jemayiseue 
all necessary and appropriate process to postpone the 
effective date of an agency action or to preserve status 
or rights pénding conclusion of the review pro@e amiss. 


§ 706. (formerly §1009(e)) Seope of review 


To the extent necessary to decision and when presented, 
the reviewing court shall decide all relevant questions 

of law, interpret constitutional and statutory provisicns# 
and determine the meaning or applicability of the terms 
of an agency action. The reviewing court shall-- 


(1) compel agency action unlawfully withheld or 
unreasonably delayed; and 


(2) hold unlawful and set aside agency action, find- 
ings, and conclusions found to be-~- 


(A) arbitrary, capricious, an abuse of discretion, 
or otherwise not in accordance with law; 


Wal 


CJ contw@eary tO constitutional right, power, privi- 
lege, or immunity; 


(C) im @xe@ss cf statutory jurisdiction, authority, 
CUmMIniiTanrOons, Or Short of Stetutory right; 


(D) without observance of procedure required by law; 


(E) unsupported by substantial evidence in a case 
Siigiccr FO sections 556 and 55/7 9of this title ox 
otherwise reviewed on the record of an agency hear- 
TIGEE JOO vile Exel a Sieeke lini; Tene 


(F) unwarranted by the facts to the extent that the 
facts are subject to trial de novo by the reviewing 
court. 


In making the foregoing determinations, the court shall 
Lovieveune whole record Gr these parts Of it cited by a 
party, and due account shall be taken of the rule of 
Deejguaiclad error. 


Food, Drug and Cosmette Act, 52 Stat 1055 (1938) as 
emended, 21 U.S.C. § 381, 371 and 334 (1966) 


CHAPTER VIII--IMPORTS AND EXPORTS 


Sec. 801 [381]. (a) The Secretary of the Treasury shall 
dediver to the Secretaryecot Health, Edueation, and Wel-— 
fare, upon his request, samples of food, drugs, devices, 
endncestleti¢aewoten are being imported or oltered for 
import into the United States, giving notice thereof to 
the owner or consignee, who may appear before the Secre- 
Gary of Health, Education, and Welfare and have the right 
PominLrOoduce Gestimcny. . . . . If it appears from the 
examination of such samples or otherwise that (1) such 
article has been manufactured, processed, or packed under 
insanitary conditions, or (2) such article is forbidden 
or restricted in sale in the country in which it was pro- 
duced or from which it was exported, or (3) such article 
is adulterated, misbranded, or in violation of section 
poo, then sien ariicleésshalll be refused admission, "except 
as provided in subsection (b) of this section. The Secre- 
tary of the Treasury shall cause the destruction of any 
such article refused admission unless such article is 


wal al - 


exported, under regulations prescribed by the Secretary 
of the Treasury, within ninety days of the date of notice 
of such refusal or within such additional times as may 

be permitted pursuant to such regulations. . . 


(b) Pending decision as to the admission of an article 
being imported or offered for import, the Secretary of 
the Treasury may authorize delivery of such article of 
the owner or consignee upon the execution by him of a 
good and sufficient bond providing for the payment of 
such liquidated damages in the event of default as may 
be required pursuant to regulations of the Secretary of 
the Treasury. If it appears to the Secretary of Health, 
Education, and Welfare that an artic ie Incliudedswiroin 
the provisions of clause (3) of subsection (a) of this 
section can, by relabeling or other action, be brought 
into compliance with the Act or rendered other than a 
food, drug, device, or cosmetic, final determination as 
to admission of such article may be deferred and, upon 
filing of timely written application by the owner or con- 
signee and the execution by him of a bond as provided in 
the preceding provisions of this subsection, the Secretary 
may, in accordance with regulations, authorize the appli- 
cant to perform such relabeling or other action specified 
in such authorization (including destruction or export of 
rejected articles or portions thereof, as may be specified 
in the Secretary's authorization). All such relabeling or 
other action pursuant to such authorization shall in accord 
ance with regulations be under the supervision of an office 
or employee of the Department of Health, Education and 
Welfare designated by the Secretary, or an officer or 
employee of the Department of the Treasury designated 
by the Secretary of the Treasury. 


CHAPTER VII--GENERAL ADMINISTRATIVE PROVISIONS 
Regulattons and Hearings 


Sec. 701 [371]. (a) The authority to promulgate regula- 
tions for the efficient enforcement of this Act, except 

as otherwise provided in this section, is hereby vested 

in the Secretary. 


(b) The Secretary of the Treasury and the Secretary of 
Health, Education, and Welfare shall jointly prescribe 
regulations for the efficient enforcement of the pro- 
visions of section 801, except as otherwise provided 
therein. Such regulations shall be promulgated in such 
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iemmersand take effect at such time, after due notice, as 
the Secretary of Health, Education, and Welfare shall 
determine. 


(c) Hearings authorized or required by this Act shall 
be conducted by the Secretary or such officer or employee 
ee MWe mey designate for the purpose. 


(d) The definitions and standards of identity promul- 
Gemwead im accordance with the provisions of this Act shall 
be effective for the purposes of the enforcement of this 
Act, notwithstanding such definitions and standards as 
may be contained in other laws of the United States and 
regulations promulgated thereunder. 


(e)(1) Any action for the issuance, amendment, or repeal 
of any regulation under section 401, 403(j), 4o4(a), 406, 
pomp jeer 502(d) or (h) of this Act shall be begun by @ 
proposal made (A) by the Secretary on his own initiative, 
or (B) by petition of any interested person, showing 
measonable founds therefor, filed with the» Secretary. 
tiemocercuary shall publish such proposal and shall afford 
all interested persons an opportunity to present their 
Veevomonereen, Orally or in writing. : 


(f)(1) In a case of actual controversy as to the validity 
of any order under subsection (e), any person who will be 
aevenuslelyoalilecved DY ssuch order if placed im errect may 
at any time prior to the ninetieth day after such order 
peyessued file a petition with the Circuit Court of Appeals 
of the United States for the circuit wherein such person 
Geaamicasor Nasmiis principal place of bustness, Tor a 
WuctoLal  veyview of Such order. . 


(6) The remedies provided for in this subsection shall 
Deminimeacd@uttone tO end not im SUDSTITULIOn Tor any ouner 
remedies nrovided by law. 


(zg) A certified copy of the transcript of the record 
and proceedings under subsection (e) shall be furnished 
by the Secretary to any interested party at his request, 
end paymemt of thes costs thereof, and shall be admissible 
in any criminal libel for condemnation, exclusion of im- 
POlmms, (Or OUuner PrPOCSCAINng arisime under or in respect 
of this Act, irrespective of whether proceedings with 
respect to the order have previously been instituted or 
become final under subsection (f). 


yas 


Sec. 304 [334] (Seizure provision) 

(d)(1) .. . . If the article was imported@invemene 
United States and the person seeking its release estab-— 
lishes (A) that the adulteration, misbranding, or 
violation did not occur after the article was imported, 
and (B) that he had no cause for believing that it was 
adulterated, misbranded, or in violation before it was 
released from customs custody, the court may permit the 
article to be delivered to the owner for exportation 
in lieu of destruction upon a showing by the owner that 
all of the cenditions of Section 801(d) can @maiwaml be 
met: Provided, however, That the provisions of this 
sentence shall not apply where condemnation is based 
upon’ violation of séctiony 402Ca) (Ipge(2), Greitcpmesec— 
tion 501(a)(3), Section 502(j), or section b0D@@ cor 
(d); And provided further, That where such exportation 
is made to the original foreign supplier, then clauses 
(1) and (2) of section 801(d) and the foregoing proviso 
shall not be applicable§$ and in all cas@swof exportation 
the bond shall be conditioned that the article shall 
not be sold or disposed of until thé applicable w@en— 
ditions of section 801(d) have been met. 


Jb 


REGULATIONS 


Regulattons for the Enforcement of the Federal Food, Drug, 
and Cosmette Act §§ 1.318-1.320, 20 Fed. Reg. 9539 (1955) 
as amended at 30 FR. 5507 (1965); §$ 4.1(c)) 20ers 
ie Ose laot 


Syl s316 “Bearing. 


(a) If it appears that the article may be subject to 
pefusal of admission, the chief of district shames. 
the owner or consignee a written notice to that effect, 
stating the reasons therefor. The notice shall specify 
a place and a period of time during which the owner or 
consignee shall have an opportunity to introduce testi- 
mony. Upon timely request, giving reasonable grounds 
therefor, such time and place may be changed. Such 
testimony shall be confined to matters relevant to the 
admissibility of the article, and may be introduced 
Orally vor in weitine. 


(b) If such owner or consignee submits or indicates his in- 
Genwmlon tO SUubmIG an application for authorization to relabel 
or perform other action to bring the article into compliance 
Mm chewacc Or tO render it other than a food, drug, device, 
or cosmetic, such testimony shall include evidence in support 
Siesveheapplicatvivon.9" lf such application is not submitted at 
Superroe ce Coe hearing, the chief of district shall specify 
a time limit, reasonable in the light of the circumstances, 
PoVieebine such application. 


§ 1.319 Applteatton for authorization. 


Application for authorization to relabel or perform other 
Pebmoneco bring the article into compliance with the act or 
toerender 1t other than a food, drug, device or cosmetic may 
bes ialtled only by the ower or consignee, and shall: 


(a) Contain detailed proposals for bringing the article into 
Conmpibkanece With Che acu sor rendering it other than a food, 
Ceuta OevViIce , Or COSmeui1 Cc. 


(b) Specify the time and place where such operations will be 
Carried out and the approximave time for thelr completion. 


Seis 320 Granting of authorization. 


(a) When authorization contemplated by § 1.319 is granted, 
ViCmchlei Or district Shall mocity the applicant in weltinee 
Seoul ying: 


(1) The procedure to be followed; 


(2) The disposition of the rejected articles or portions 
Tiereot.: 


(3) That the operations are to be carried out under the 
EUperVilstoMm OL ai Otiicer ot the Food and Drug Admindstra— 
tion or the Bureau of Customs, as the case may be, 


(4) A time limit, reasonable in the light of the circum- 
Sve wees or COMmpLet On Of the Operacitonus; and 


(5) Such other conditions as are necessary to maintain 
cededustes cUperviston and control over the article. 


(b) Upon receipt of a written request for extension of 
Piicmuomconplerze such operations, containing reasonable 
Ereouniamuneretor, the Chief of district may grant such 
additional time as he deems necessary. 


Seal 


(c) An authorization may be amended upon a showing of 
reasonable grounds therefor and the filing of an amended 


application for authorization with the chief of @ditetricts 


(ad) If ownership of an article covered by an authori- 
zation changes before the operations specified in the 
authorization have been completed, the original owner 
will be held responsible, unless the new owner has exe- 
euted a bond and obtained a new authorization a1, 
authorization granted under this section shall super- 
sede and nullify any previously granted authorization 
with respect to the article. 


§ 4.1 Dtselosure of official records and information. 
(c) A person who desires the disclosure of any such 


record or information may make written request therefor, 
verified by oath, directed to the Commissioner of Food 


” 
‘ 


and Drugs, setting forth his interest in thé matter soughe 


to be disclosed and specifically designating the use to 
which such records or information will be pucwimecne 
event of compliance With SUCh requesu. 


Kids 


